^ , ^ PTO/SB/08A (10-96) 

Please type a plus sign (+) in this box -^S Approved for use through 10/31/99. 0MB 0651-0031 

^^^^^^^ Patent and Trademark Office: U.S. DEPARTMEhfT OF COMMERCE 

Under the Paperwork Reduction ActoM^Sfi. wTJtJ^ns are required to respond to a collection of Information unless It contains a valid OMB control 
. X O ^ \ number. 



Substitute for form 1449A/PTO / ' 
) ( SB» 0 < 2003 J 

INFORMATIO^SCLOSy^E 
STATEMENT BY^toil^NT 

(use as many sheets as necessary) 


Complete if Known 


Application Number 




Filing Date 


10/04/2001 ' 


First Named Inventor 


Fitzhugh et al. 


Group Art Unit 


1616 


Examiner Name 


Unassigned 


Sheet 


1 1 Of 3 


Attomey Docket Number 


17363-20 



U.S. PATENT DOCUMENTS 


Examiner 
Initials 


Cite 
No.^ 


U.S. Patent Document 


Date of Pubtlcations of Qted 
Documents 
MM-DD-YYYY 


Name of Patentee or 
Applicant of Cited 
Document 


Pages» Columns, Lines, Where 
Relevant Passages or Relevant 
Figures Appear 


Number Kind Code^ 






4954526 




09/04/1990 


Keefer 


1 


/ 






5039705 




08/13/1991 


Keefer et al. 










5155137 




10/13/1992 


Keefer ct al. 










5171217 




12/15/1992 


March et al. 










5212204 




05/18/1993 


Keefer ct aL 










5229172 




07/20/1993 


Cahalan et al. 










5250550 




10/05/1993 


Keefer et al. 










5268465 




12/07/1993 


Bredt et al. 










5366997 




11/22/1994 


Keefer et al. 










5380758 




01/10/1995 


Stamler et al. 










5405919 




04/11/1995 


Keefer et al. 










5428070 




06/27/1995. 


Cooke et al. 










5468630 




11/21/1995 


Billiar ct al. 










5482925 




01/09/1996 


HutseU 










5519020 




05/21/1996 


Smith et al. 










5525357 




06/11/1996 


Keefer et al. 










5574068 




11/12/1996 


Stamler et al. 










5583101 




12/10/1996 


Stamler et al: 










5632981 




05/27/1997 


Saavedra et al. 










5650447 




07/22/1997 


Keefer et al. 










5658565 




08/19/1997 


Billiar et al. 










5676963 




10/14/1997 


Keefer et al. 










5683668 




11/04/1997 


Hiabie et al. 










5691423 




11/25/1997 


Smith et al. 










5700830 




12/23/1997 


Koithuis et aL 










5714511 




02/03/1998 


Saavedra et al. 










5718892 




02/17/1998 


Keefer et al. 










5721365 




02/24/1998 


Keefer et al. 










5770645 




06/23/1998 


Stamler et al. 










5789447 




08/04/1998 


Wink, Jr. et al. 










5814656 




09/29/1998 


Saavedra et al. 










5814667 




09/29/1998 


Mitchell et al ^ 




Examiner j ^ f~ / Date / 
Signature 4Bl«-5f> rW>/*7^t Considered \'^\^^^ 



'EXAMINER: IntUal If refercnca considered, wtiether or not diation is in conformance with MPEP 609. Draw line UvouG^h dtatton if not In conformance and not considered. Indude copy of this form with next 
communlcaiion to appOcanl. 

^Unique citation dcsignaUon numter. 'See attached Kinds of U.S. Patent Documcnla. ^tcr Office that Issued the Oocument. by me two-letter code (W1P0 Standard ST.)). *F<x Japanese patent doatfncnls, 
Ihe inditalion of the year of the rdgn of the EfT^peror must precede the senal numtjer of the patent docurr^nts. "Kind of document by the appropriate symbols as Indicated on the docwnenl under WlPO 
Standard ST. 1 6 if possible. ^AppScant is to place a cheeic mart* if EngGsh language Tisnsiation is attached. 



Burden Hour Statement: This form is estimated to take 2.0 hours to complete. Time wli vary depending upon the needs of the Individual case. Any convnenls on the amount of titke you ere required to 
complete this forni should be sent to the Chief Information Officer. Patent end Trademark Office, Washington. DC 20231 . DO NOT SEMD FEES OR COMPLETED FORMS TO THIS ADDRESS. SEND TO: 
Assistant Commissioner for Patents. WasMi^ 



Please type a plus sign (+) in this box -*IH1 
Under the Paperwork Reduction Act of 1 



PTO/SBrt)BA (10-96) 
Approved for use throucJh 10/31/99. Om 0661-0031 
Patent and Trademark Office: U.S. DEPARTMENT OF COMMERCE 
i required to respond to a collection of information unless It contains a valid 0MB control 
number. 



Substitute for form 1449A/PTO / »A 

1 ®* " < am ? 1 

INFORMATION DI^^SUR^ 
STATEMENT BY Am^Safim^ 

(use as many sheets as necessary) 


Complete if Known 


Application Number 




Filing Date 


10/04/2001 


First Named Inventor 


Fitzhugh et al. 


Group Art Unit 


1616 


Examiner Name 


Unassigned 


Sheet 2 of 3 


Attomey Docket Number 


17363^20 







5837313 




11/17/1998 


Ding et al. 










5837736 




11/17/1998 


Mitchell et al 










5840759 




11/24/1998 


Mitchell etal 










5877216 




03/02/1999 


Place et al. 










5891459 




04/06/1999 


Cooke et al. 










5910316 




06/08/1999 


Keefer et al. 


N 








5945452 




08/31/1999 


Cooke et al. 










5958427 




09/28/1999 


Salzman et al. 










5962520 




10/05/1999 


Smith et al. 










5994444 




11/30/1999 


Trescony et al. 




-A 






6024918 




02/15/2000 


Hendiiks et al. ^ 





FOREIGN PATENT DOCUMENTS 


Examiner 
Initials 


Cite 
No.' 


Foreign Patent Document 

Office' Numt)er* Kind 
Code 

5 


Name of Patentee or Applicant of 
Cited Document 


Date of Publications 
of Cited Documents 
MM/DD/YYYY 


Pages. Columns, 

Unes, 
Where Relevant 
Passages or Relevant 
Figures Appear 


T 






WO 1 00/02501 


William Harvey Research LTD. 


01/20/00 







OTHER PRIOR ART / NON PATENT LITERATURE DOCUMENTS 



Examiner 
Initials' 



Cite 
No.' 



Include name of the author (In CAPITAL LETTERS), title of the arttde (when appropriate), title of the 
item (tx)ok, magazine, journal, serial, symposium, catalog, etc.), date. page{s). volume/issue number(s), 
publisher, dty and/or country where published. 



Bauer et al.; Evaluation of Linear Polyethylcneimine/nitric Oxide Adduct on Wound Repair: Therapy versus 
Toxicity; Wound Repair & RegeneratioD, November/December 1998, pp. 569/577 



Chandy et al; "Use of Plasma Glow for Surface/Engineering Biomolecules to Enhance Bloodcon^atibility of 
Dacron and PTFE Vascular Prosthesis." Biomaterials 2 1 : 699/7 12 



Drago; "Free Radicals in Inorganic Chemistiy." No. 36, Advances in Chemistry Series, American chemical 
society, Washington, D. C. 1962, pp. 143/149 



Hanson et al; Nitric Oxide Donors: A Continuing Opportunity in Drug Design; Advances in Pharmacology, 
Vol 34, pp. 383/398 



Hrabie et al; "New Nitric Oxide/Releasing Zwitterions Derived from Polyamines." J. Org. Chem. 1993, 58, 
1472/1476 



Jordi; Jordi Gel Columns for Size Exclusion Chromatography; Column Handbook for Size Exclusion 
Chromatography; 1999, pp. 367/425 



Examiner 
Signature 



Date 

Considered 



'EXAM INER: tniiial H reference considered, whether or not cKalion Is In conrormance with MPEP 609. Draw line Ihrotigh dtalion If nolln contbimance end not oonsldered. Indutfe copy of thb fonn wKh m»d 
comminic80on to sppNcanL 

'Unique dtalion designdlion number. ^See attadwd Kinds of U.S. Patent Documenb. 'Enter Office that Issued the document, by the two^er code (WtPO Stsndant ST.)). 'Xv Japanese potent docvnents. 
the indication of the year of the reign of the Empefor must precede the serial numt)er of the patent documents. *Kind of document by the appropriate symbds es Indicated on the document under WlPO 
Standard ST. 1 6 If possible. *A(^icanl is to ptace a check mark here If EnfiHsh ianguage Translation is attached. 



Bunden Hour Statement: This fomt is estimated to take 2.0 hours to complete. Time vary dependins upon the needs of the IndivlduBi case. Any cximments on the amount of lime you am required to 
complele this forni should be sent to the Chief mfomaUon Officer. Patent and Tfedemarli Office. Vtbshlnoton. DC 20231 . DO NOT SEND FEES OR COMPlfTEO FORMS TO THIS AOORESS. S0IO TO: 
Assistant Commissioner fdr Patents. Wtehinaton. K 20231. 



PTO/SB/08A (10-95) 

Please type a plus Sign (+) in this box -►El Approved for use through 10/31/9a OMB 0651-0031 

Patent and Trademark Office: U,S. DEPARTMENT OF COMMERCE 
Under the Papenvork Reduction Act of 1995. nopMemare^required to respond to a collection of information unless it contains a valid OMB control 
. \ P .i^V number. 



Substitute for form 1449A/PTO / • \ 

INFORMATION DIS^SURE ^ 
STATEMENT BY APPbl^MJgJ;^ 


Complete if Known 


Application Number 




Filing Date 


10/04/2001 ' 


First Named Inventor 


Fitzhugh et al. 


(use as many sheets as necessary) 


Group Art Unit 


1616 


Examiner Name 


Unassigned 


Sheet 3 of 3 


Attorney Docket Number 


17363-20 







Kaul et aL; Polymeric/Based Perivascular Delivery of a Nitric Oxide Donor Inhibits Intinaal Thicening After 
Balloon Denudation Arterial Injury: Role of Nuclear Factor/kappaB; Journal of flie American College of 
Cardiology, Vol 35, No. 2, 2000:493/501 










Keefer et ai; **NONOates" (1/Substituted Diazen/l/ium/l,2/diolates) as Nitric Oxide Donors: Convenient Nitric 
Oxide Dosage Forms." Methods in Enzymology, Vol 268: 281/293 










Mowery et al.; Preparation and Characterization of Hydrophobic Polymeric Films That Are Thromboresistant 
Via Nitric Oxide Release; Biomaterials 21 (2000) 9/21 










Saavedra et al.; ^'Conversion of Polysaccharide to Nitric Oxide/Releasing Form Dual/Mechanism 
Anticoagulant Activity of Diascniumdiolatcd Heparin." Bioorganic & Medicinal Ghemistry Letters 10 (2000) 
1/3 




W 




Smitii et al.; Nitric Oxide/Releasing Polymers Containing the [N(0)NO]' Group; J. Med. Chem. 1996, 39, 
1148/1156 





Examiner 
Signature 



Date 

Considered 



^EXAMINER Iniliat If reference considered, whelher or not citation Is in conlormanca ^ MPEP 609. Drsiiv Ine through titstton if not In conformance and not considered, indude copy of this torn vvith next 
commumcation to appUcam. 

^Unique diaiion desiQr\atran number. 'See attached Kinds of U.S. Patent Dociin>enl^ 'Enter Office that issued the document, by the twtyietter cDde CWPO Standard ST.}X 'For Japanese patent dooumenls. 
(he liidicstion of the year of (he reign of (he Emperor must precede tt>e serial number of the patent documents. "Kind of document by the appropriate symbols as indicoted on the docwnent under WlPO 
Standard ST. 1 6 if posstola. 'A(^)licart( is to place a chadi mark here if Enfilish language Translation is attached. 

Burden Hour Stetement: Thb fomi is estimated to talce 2X> hours lo compiate. Time m0 vary depending upon the needs of the individuaf case. Any connments on the amount of Ume you are required to 
complete this fonn should be sent to the CNef Informalion Officer. Patent and Trademartt Office. Washfngton. DC 2Q231. 00 NOT SEND FEES OR COMPLETED FORMS TO THXS ADDRESS. SEND TO: 
Assistam Commissioner for Patents. Washington, DC 20231. 

OC: 1 47482 vOl OT/lSaOOl 




Under! 



I 

Mpprovea lor use mmugn u//o i/^uuo.urvio uoo ihjuj i 
Patent and Trademark Office: U.S. DEPARTMENT OF COMMERCE 
f^apenwork Reduction Act of 1995. no persons are required to respond to a collection of information unless It contains a valid 0MB control numt)er. 
J forform 1449A/PTO Complete if Known 



INFORMATION DISCLOSURE 
STATEMENT BY APPUCANT 

(use as many sheets as necessary) 


Application Number 


10/623,239 


Filing Date 


7/17/2003 


First Named Inventor 


Fitzhugh et al. 


Group Art Unit 


1616 


Examiner Name 


Unassigned 


Sheet 1 


of 


1 


Attorney Docket Number 


P497 CON 1 (14364-0099) 



U.S. PATENT DOCUMENTS 



Examiner 
(nitiats 



Cite 
No.' 



Document Number 



Number-Kind Code^^"^* 



Publication Date 
MM-DD-YYYY 



Name of Patentee or 
Applicant Of Qted 
Document 



Pages, Columns, Lines, Where 
Relevant Passages or Relevant 
Figures Appear 



FOREIGN PATENT DOCUMENTS j 


Examiner 
Initials 


Cite 
No.^ 


Foreign Patent Document 

Office' Number* Kind 

Code' 


Name of Patentee or Applicant of 
Cited Document 


Dale of Publications 
of Cited Documents 
MM-DD-YYYY 


Pages. Columns, 

Lines, Where 
Relevant Passages 
or Relevant Rgures 
Appear 


7* 






WO 1 0030658 I Al 


Smith et al. 


06/02/2000 





OTHER PRIOR ART - NON PATENT LITERATURE DOCUMENTS 


Examiner 
Initials 


Cite 
No.^ 


Indude name of the author Cm CAPITAL LETTERS), title of the article (when appropriate), title of the 
Item (book, magazine, journal, serial, symposium, catalog, etc.). date, page(s), volume4ssue number(s), 
publisher, city and/or country Nvhere published. 


T^ 






Downey et al.; Growth Mechanism of Po!y(divinylbenzene) Microspheres in Precipitation Polymerization; 
American Chemical Society, Easton, US, Vol. 32, No. 4, 4 May 1999; pgs 2838-2844 








Pulfer etal.; Incorporation of Nitric Oxide-Releasing Crosslinked Polyethyleneimine Microspheres Into Vascular Grafts; 
Journal of Biomedical Materials Research; Wiley, New York, NY, Vol. 37, No. 2, November 1997 (1997-11); pp, 182-189 




¥ 




Zhang et al.; Synthesis of Nitric Oxide Releasing Silicone Rubbers for Biomedical Applications; Polymer Preprints; 
Vol. 40. No. 2. 1999. pgs 799-800 





Examiner 
Signature 



Date 

Considered 



•EXAMINER: Initial II reference consMered, whether or not cltaliprMi ki conformance wth MPEP 609. Draw Une through dtalion If not in corrfom^nce and not cortsidercd. Indude copy of Ihis form with next 
communication to appUcanl. 'AppBcart s unique dtalion desIgnaUon number (optional). ^ Mnds Codes of USPTO Patent Oocunwnts ai www.nsoto.Qav or MPEP 901.4 . "Enter Office that Issued the 
document, tiy the tvKHetter code (WiPO Standaid ST.3). For Japanese patent documents, the indication of the year of the reigrt of the Enperor must precede the serial number of the patent documents. 
Kind of document by the appropriate symbols as indicated on the document under WlPO Standard ST. 16 if possible. 'Applicant is to place a check irark here if Encash Iwouage Translation Is attached. 

TMs collection of Informatioo Is required by 37 CFR 1.97 end 1.98. The information Is required lo obtain or retain a benefit by the public wliich Is to file (and by the USPTO to proce^ and application. 
Confidentiailly is oovcmed by 35 USC 122 end 37 CFR 1.t4. This coHedloo is stitmaied to taitc 2.0 hours to complete, indudlng galhcring, preparing, and submlttng the completed appacalionf or to the 
USPTO. Time will vary depending upon the Individual case. Any comments on the amount of lime you are required to corrptele tWs form and/or suggestions for reducing this burden, should be sent to the 
Chief infonnstion OfHoer, Patent and Trademark Office. US Department of Comnnerce, P.O. Box 1450. Alexandria, VA 22313-1450. DO i^T SEND FEES OR COMPLETED FORMS TO THIS ADDRESS. 
SEND TO: CMnmlssloiier for Patents, P.O. Bom 1450, Alexandrb, VA 22313-1450. 

If you nofH/ osststanco h oompletlnQ the form, caS 1'600^TO'9199 and sefecf option 2. 



DOCSDOCSOC/1039850v1/14364^099 



